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The following safety and effectiveness summary has been prepared pursuant to
requirement for 510(k) summaries specified in 21CFRY807.92(a).

JUL -2 2007

807.92(a)(1 | |
Submitter Information

Carri Graham, Official Correspondent
11460 N. Meridian St., Suite 150 =
Carmel, IN 46032 |

Phone: {317) 569-9500, extension 103
Facsimile: (317) 569-9520 '

Contact Person: Carri Graham

‘Date: March 20, 2007

807.92(a)(2}
Trade Name: MyLab40 Ultra.sound. System
Common Name: _ Ultrasound Imaging System
Classification Name(s): Ultrasonic pulsed echo imaging systerh - 892.1560
' . Ultrasonic pulsed Doppler imaging system  832.1550
' Diagnostic uitrasonic transducer 892.1570
~ Classification Number: IYO

IYN
ITX
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MyLab40

Esaote Europe

807.92(a)(3

Predicate Device(s)

Pie Medical o MyLab20 K043588

Pie Medical MyLab20 K053154

Esaote Europe MyLab20 K061755
~ Esaote S.p.A. ' MyLab30 - K040596

Esaote S.p.A. MyLab30 _ K052805

Esaote S.p.A _ MyLab30 - K060827

Additional Substantlal Eqmvalence Informatlon is provided in the following substantial
Equivalence Comparison Table.

807.92(a)(4) Device Destr’iption

_The MyLab40 is a compact console ultrasound system used to perform general diagnostic
ultrasound studies. Its primary modes of operation are: B-Mode, M-Mode, Doppler,
3D/4D, Color Flow Mappmg and on lower frequency probes, Tissue Enhancement
Imaging (TEI). The system is equipped with a LCD color display and can drive Phased
Array (PA), Convex Array (CA), Linear Array (LA) and Doppler probes

The MyLab40 is able to produce Real Time 2D images and 3D images in manual mode
with all probes. The system in combination with the BC431 or BS230 probe, offer the
possibility to also produce automatic 3D and Real Time 4D images. The MyLab40 is
manufactured under an 1309001: 2000 and ISOI3485 :2003 certlﬁed quahty system.

807.92(a)(5) R o Iuteuded Use(s)

The MyLab40 is a compact console ultrasound system used to perform general diagnostic
ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular, Neonatal -
Cephalic, Adult Cephalic, Small Organ, Musculoskeletal (Conventional & Superﬂcml)

Abdominal, Fetal, Transvaginal, Transrectal Pediatric, Intraoperative: Abdommal and
Other: Urologlc
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807.92(a)(6)

Technological Characteristics

ESAOTE believes that the MyL.ab40 is substantially equivalent to the Esaote’s MyLabZO
product (K043588, K053154 and K061755) and the Esaote’s MyLab30 product
(K040596, K052805 and K060827).

MyLab40 MyLab30 MyLab20
To be cleared via this | KO40396 - K043588
submission K052805* K053154%**
_ K060827** K061755%#*#
Electrical Safety IEC60601-1 TIEC60601-1 IEC60601-1
Ultrasound Safety Track 3 (Acoustic | Track 3 (Acoustic Track 3 (Acoustic
Output Display) Output Display) Output Display)
Indication for Use: '
¢ (Cardiac YES YES YES
-|»_Transesophageal YES YES NO
e Peripheral Vascular YES YES YES
o Neonatal Cephalic YES | YES YES
s Adult Cephalic YES "I YES NO .
* Small organ YES YES YES
s Musculoskeletal 'YES YES YES
- (conventional & superficial) '
* Abdominal YES YES YES
¢ (B/Fetal YES } YES YES
o Transvaginal YES YES YES
¢ Transrectal YES YES YES
o Pediatric YES YES YES
s Intraoperative: YES YES* YES*#*#
Abdominal _ '
e Other: Urological YES: YES** YES#*#+#
Probe Technology . ' |
-1+ Annular Array NO NO . NO
» Phased Array YES YES NO
* Linear array | YES YES YES
e Convex Array YES . | YES YES
Modes of operation 2D, M-Mode, PW, 2D, M-Mode, PW, 2D, M-Mode, PW,
R |CW, CFM, Amplitude | CW, CFM, Amplitude | CFM, Amplitude
Doppler, TEI, 3D/4D | Doppler, TEI Doppler, TEL
: : - | 3D/4D** 3D/4D***
Additional Modes of
operation: -
» Compound Imaging YES YES** No
+« CMM YES YES** No
+ VPAN YES YES*+* No
e« CnTl YES YES** No’
« Strain Rate Quantification | YES YES** No
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MyLab20

PUrpose measurements

purpose measurements

MyLab40 MyLab30
To be cleared via this | K040596 K043588
submission K0D52805* K053]154%**
K060827** K061755%***
« TVM YES YES** No
Imaging Frequencies 2.0-16 MHz 2.0-16 MHz 2.7-15MHz
CFM/Doppler Frequencies [ 2.0, 2.5, 3.3,5.0,66, [20,23,3.3,5.0,66, {2.7,35,5.0,63 Mz
8.0 MHz ' 8.0 MHz
Tissue Velocity Mapping YES YES NO
feature
Biopsy Guidance YES YES YES
s Biopsy Intended Uses General Purpose, General Purpose, General Purpose,
. Transrectal, Transrectal, Transrecta),
Transvaginal Transvaginal Transvaginal
» Biopsy Line Depth I'cm lem lcm '
. marker ' '
Needle Guide Angle ABS421: 20° 30° ABS421: 20° 30° ABS421: 20° 30°
' ABS523: 45° ABS523: 45° ABS523; 45°
ABS123: 38° ABS123; 3.8° ABS123: 3.8°
ABS621: 25° 35° ABS621: 25° 35° | ABS621: 25° 35°
ABS424. 45° ABS424: 45° ABS424: 45°
BS230KIT: 12.5°20° |BS230KIT: 12.5°20° | ABS15: 45°
1ABS15: 45° ABSI5: 45°
Display Type SVGA - SVGA SVGA
Monitor LCD LCD LCD
. CRT
Digital Archival YES YES YES
Capabilities
DICOM Classes:
« Image Storage YES | YES NO
» Multiframe Image YES YES NO
Storage :
o Basic Grayscale Print | YES YES NO .
Management _
« Basic Color Print YES YES NO
Management . 1
« Secondary Capture YES YES NO
Image Storage
« Modality Worklist YES YES NO
o Storage Commitment |YES YES NO
Push Model ) :
« - Modality Performed YES YES NO
Procedure Step _
VCR / Page Printer YES YES YES
M&A Capabilities Cardiac, Vascular, Cardiac, Vascular, Cardiac, Vascular,
' OB, GYN and general {OB, GYN and gencral { OB, GYN and general

purpose measurements

4
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MyLab40 MyLab30 MyLab20
To be cleared via this | K040596 K043588
submission K052305* K053154*+*
K060827** K061755%**=
Weight 60 kg (excl. monitor) |10 kg 60 kg (excl. monitor)
Dimensions 135 (H) x 54 (W) x80 | portable position: 135 (Hy x 54 (W) x 80
(D) cm 35.5(w)x 14 (hyx 49 (D) cm

(d) em

use position:
35.5(w)x 41 (h) x 49
{d)cm
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Averq

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL -2 2007

Esaote Europe B.V.

% Ms. Carrie Graham
Consultant

The Anson Group

11460 N. Meridian St., Ste. 150
CARMEL IN 46032

Re: K070903
Trade Name: MyLab40
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR §92.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: 1I
Product Code: TYN,IYO, and ITX
Dated: May 21, 2007
Received: May 22, 2007

Dear Ms. Graham:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the MylL.ab40, as described in your premarket notification:
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Transducer Model Number

BC431 LAS32E LA424
BS230 LA435 TEEQ22
PA230E CA421 TEE122
PAI121E CA621 _ I0E323
PA122E CA631 EC123
PAO23E CA123 2.0 CW Probe
LAS523 CA431 5.0 CW Probe
LAS22E CA430E

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part §07); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded. '

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Ewa Czerska at
(240) 276-3666.

Sincerely yours,

ni

&; ancy C. Brogdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): K OH708C3
Device Name: MyLab40

Indications For Use:

Esaote's MyLab40 is a compact console ultrasound system used to perform diagnostic
general ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular,
Neonatal Cephalic, Adult Cephalic, Small Organ, Musculoskeletal {Conventional and

Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, lntraoperatwe
Abdominal and Other Urologic.

Prescnptlon Use X ' 'ANDIOR ' Ove’r—The Counter Use
(Part 21 CFR 801 Subpart D) | | (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE- CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE) |

7

(Dwnsmn Slgn -Off) :
. Division of Reproductive, Abdommai

222 !\E?;,S:gtg};al Devices / d &7 0 ?0 ‘6 o




Diagnostic Ultrasound Indications for Use Form

Model 2750 (MyLab40)
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application AB |M]|PWD CWD Color Amplitude { Color Combined | Other
Doppler | Doppler Velocity | (specify) {specify)
Imaging ]

Ophthalmic .

Fetal N N Nj2] N[3,4,9]
Abdominal N NJ2j N[3,4,5,7,9] |
Intraoperative N N N[2} N[3,5,7]
Abdominal

Intraoperative

Neurolagical

Pediatric N|N N N N N N[2] N[3,5,9]
|_Small Organ (specify) [1] NN N N N N N[2] N[3.5,7,9)
Neonatal Cephalic ININ|] N | N N N N[ N3]
Adult Cephalic N |N N . N N N Np2) N[3]
Cardiac N[N N N "N N[2] N[3,4,6,8,9
Transesophageal NInN| N N N N NIZ] N[3,4.6,8]
Transrectal N[N N ' "N N[2] N[3,7,9]
Transvaginal N|[n| ~ N N[2] N[3,7,9)
Transurethral

Intravascular

Peripheral Vascular N[N N N N N N[2] N|3,5,9]
Laparoscopic

Musculo-skeletal N|N N N N N Nf2} N[3,5,9]
Conventional :

Musculo-skeletal N|N| N N N N 'N[2] 'N|3,5,9]
Superficial : . ‘ .

Other (Urological) N |'N N N "N - N NJ2} N[3,5,7,9]

- N=new indication; .P=previously

Additional Comments:

[1] Small organs ix'iclude'Thy'rbid, Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD -

[3] Tissue Enhancement Im

Compound Imaging

(4] Compass M-Mode

[5] VPAN

[6] Tissue Velocity Map

[7] CnTI
[8] XStrain

[9] 3D/4D Imaging

{PLEASE DO NOT

aging (TEI)

(CMM)

ping (TVM) : |

cleared by FDA; E= added under Appendix E |

WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED
concurrence of CDRH, Office of Device Evaluation (ODE]) :

* Prescription Use (Per 21 CFR 801.109) -

(Division Sign-Of) .

Division of Reg

~ and Radiological Devices

$10(k) Number

£070902




BC431

Clinical Application

Mode of Operation

PWD
(PW)

CWD
(CW)

Color
Doppler
(CFM)

Aﬁlpl.itude
Doppler
{PD)

Color
Velocity
Imaging

Combined
(specify)

Other
(specily)

Ophthalmic

Fetal

N(1)

N{2,3,4,9|

Abdominal

N(1)

N(2,3,4,5,9]

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

NI

N(2,3,5,9]

‘Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transcsdphagcal

Tmnsmctal

Transvaginal

Transurethral

Intravascula;

Peripheral Vascular

N{1}

N{2,3,5,9)

L.aparoscopic -

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other mmlog;ical).

1 N

N .

N

N

N(Y)

N(2,3,5,7,9)

N= new indication; P= pre\nously cleared by FDA; E= added under Appendix E

' [1] Applicable combmcd modes. B+M+PW+CW+CFM+PD

- {2] Tissue Enhancement Imaging (TET)
[3] Compound Imaging

[4] Compass M-Mode (CMM)

[5] VPAN

[6] Tissue Veloélty Mappmg (TVM)

~[7} CaTI

[8] XStrain
(9] 3D/4D lmaging

[PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED
concurrence of CDRH, Office of Device Evaluation (
Prescription Use (Per 21 CFR 801.109)

E}

{Division Sign-Off}
Division of Reproductive, Abdominal,
anxi Radiological Devices

510(k) Number

KO Oigé




BS230

Clinical Application

Mode of Operation

pwD | cwp | Color
W) | cw) | SeRES

Doppler

Amplitude
Doppler
(PD}

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

N[1}

N|2,3,5,7,9]

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

Small Organ (specify)

Neonata.l Cephalic

Adult Cephalic

N1

N{2,3]

Cardiac

N[1]

N[2,3,4,6,8,9]

- Transesophageal

Transrectal

'I‘ransvaginél

Transurethral

ln_travascular

Pcﬁpheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other (Urological).

N= new indication; 'P= previously cleared by FDA; E= added under Appendix E

[1] Apphcable combined modes: B+M+PW+CW+CFM+PD
[2] Tissue Enhancement Imaging (TEI}

[3] Compound Imaging :
[4] Compass M-Mode (CMM)

[5] VPAN

[6] Tissue Velocity Mapplng {TVM}

[7] CnTI

[8] XStrain
[9] 3D/4D Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED
_ concurrence of CDRH, Office of Device Evaluation (©
Prcscnpt.ion Use (Per 21 CFR 80 1.109}

(Division Sign-Off)

Division of Reproductive, Abdominal,
and Radiological Devices

510(k) Number

L0090




PA230E

Clinical Application

Mode of Operation

pwD | cwp | OOT

®W) | (©9) | "

Doppler

Amplitude
Doppler
PRy

Ophthalmic

Color
Velocity
Imaging

Combined
{specify)

Other
{specify)

Fetal

Abdominal

N{1)

N[2,3,4,5,7]

Intraoperative
| Abdominal

Intraoperative
Neurological

| Pediatric

Small Organ (specify}

Neonatal Cephalic

Adult Cephalic

- N(Y

N|2,3]

Cardiac

N()

N[2,3,4,6,8]

Transesophageal

Transrectal .

Transvaginal

’I‘-ransurcthral

lntravascglar

‘Peripheral Vascular

Laparoscopic.

Muscolo-skeletal -
Conventional

Muscolo-skeletal
Superficial

Gther (U mlogncal)

N= new mdlcat]on, P=previously clean:d by FDA; E= added under Appendix E

[1] Apphcable combined modes B+M+PW+CW+CFM+PD
[2] Tissue Enhancement Imagmg (TEI)

- [3] Compound Imaging -
[4] Compass M-Mode (CMM)

{5] VPAN

[6] Tissue Velocity Mappmg (TVM)

[7} CnTI

[8] XStrain
[9] 3D/4D Imaging’

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED'
concurrence of CORH, Office of Device Evaluation {OD,
Prescription Use (Per 21 CFR 801.109) '

(Division Sign-Off)
Division. of Reproductive, Abdominal,

and Radiological Devices
510{k) Number

KO7090 2




PA121E

Clinical Application

Mode of Operation

Color Amplitude * Color
Doppler Doppler Velocity
{CFM} (P} Imaging

PWD | CWD
(FW) | ({CW)

Combined
{specify)

Other
(specify)

Ophthalmic

Fetal

Abdominal

N { N | N N N N 3 N(1)

N[2,3,4,5,7}

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

N | N N N N N o] “N(1)

N[2,3,4,6,8]

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

N | N N N | N N : N(1)

N[2,3,5]

Laparoscopic’

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other (Ui mloglcal]

" N= new indication; P= previously cleared by FDA; E= added under Appendlx E’

1] Apphcable combined modes. B+M+PW +CW+CFM+PD'
[2] Tissue Enhancement Imaging (TEI)
[3] Compound Imaging .
[4] Compass M-Mode (CMM}

[5] VPAN

[6] Tissue Velocity Mappmg (TVM)

[7] CnTI

[8] XStrain
[9] 3D/4D Imaging

(PLEA_SE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED

concurrence of CDRH, Office of Device Evaluation (ODE)

{ DMS!Sn Sjgn.Offj

Division of Reproductive, Abdnm
and Radrologlcal inal,

510(k) Number Devices /é&"{() ?0@

5



PA122E

Clinical Application

Mode of Operation

PWD
(PW)

CWD
(CW)

Color Amplitude Color .
: iy Combined Other
Doppler | Doppler | Velocity (specify) (specify)
{CFM) {PD) Imaging | )

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

N N ' N[1) N(2,3,5)

Small Organ (specify)

Neonatal Cephalic

‘N - N N[1] N(2,3)

Adult Cephalic

Cardiac

N N N[1] N(2,3,4,6,8)

'ITanscsbphagcaJ

Transrectal

'I‘fansvaginal

Transurethral

Intravascular

Peripheral Vascular

N N . - N1 N(2,3,5)

Laparescopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other (Urological)

N=new indication; P= previously cleared by FDA; E= added under Appendix E -

" [1] Applicable combined modes: B+M+PW+CW+CFM+PD
[2] Tissue Enhancement Imaging (TEI).

[3] Compound Imaging

[4] Compass M-Mode (CMM)

[5] VPAN -

[6] Tissue Velocity Mapping (TVM)

[7] CnTI

[8] XStrain
[9] 3D/4D Imaging

(PLEASE DO NOT

WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED
concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divisioh Sign-Off) -
Division of Reproductive, Abdominal,

and Radiologi ; |
1000 Numer. 2% Y OT )P




PAQ23E

Mode of Operation

Clinical Application Color
Doppler

(CFM)

Amplitude
BDoppler
(PD)

PWD
PW)

CWD
(CW)

Color
Velocity
Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Felal

Abdominal

Intraoperative
Abdomirial

Intraoperative
Neurological

Pediatric N N " N N N N

N(1)

N(2,3,5)

Small Organ (specify)

Neonatal Cephalic N | N N N N N

N{1)

N(Z,3)

Adult Cephalic

Cardiac N N | N N | N N

N(1)

Transesophageal

N{2,3,4,6,8)

Transrectal

| Transvaginal

Transurethral

Intravascular

Peripheral Vascular N | N N | N N N

N(1)

N(2,3,5)

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

“Other (Urological)

N= new indication; P= previously cleared by F'DA; E= added under Appendix E

[1] Apphcable combined modes: B+M+PW+CW+CFM+PD
[2] Tissue Enhancement Imaging (TEI)
' [3] Compound Imaging
[4] Compass M-Mode (CMM)
[5] VPAN :
[6] Tissue Velocity Mappmg (TVM)
“17] CnTI
[8] XStrain
9] '3D/4D Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED

concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Usc [Per 21 CFR 801, 109)

(Dlwsron' Slgn Off)

Division of Reproductive, Abdominal,

and Radiological Devices

510(k) Number

070903




LAS523

Mode of Qperation

concurrence of CDRH, Office of Device Eval
Prescription Use (Per 21 CFR 80):

Clinical Application. Color Amplitude Color .
B | M PP“,;P, fC‘YVD Doppler | Doppler | Velocity [ C2mvined | Other
( ) (CFM) (PD} . | Imaging (specify) (specify)
Ophthalmic
Fetal _
Abdominal N N N N N N{2) NI3,4,5,6,8]
Intraoperative
Abdominal
Intraoperative
Neurological _ .
Pediatric N N N N N N(2) N{3,4,6]
[Sll]“a” Organ {specify) N N N N N N(2) N[3,4,6,8]
Neonatal Cephalic N N N N N N(2) N(3,4)
Adult Cephalic :
Cardiac
Transesophageal
Transrectal
'l;tans_vaginal
Transurethrat .
Intravascular. . _
Peripheral Vascular - N N N N N N2} N[3,4,6]
Léparoscopic
Muscolo-skeletal ‘
Conventional N N N N N N(2) - N[3,4,6]
Muscolo-skeletal ’ R : :
Superficial - N N N N N N(2) N[3,4,6]
| Other (Urological): . .
N= new mdlcation P= pmvnously clmmd by FDA; E= added under Appcndlx E
[ Small organs include Thyr01d Breast and Testlcles
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
- [3] Tissue Enhancement Imaging (TEI) '
- [4] Compound Imaging
[5] Compass M-Mode (CMM)
[6}] VPAN - :
[7] Tissue Velocity Mappmg (TVM)
[8] CnTI
- [9] XStrain
- [10] 3D/4D Imaging
(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED

{D:wsmn Sign- Off)
Division of Reproductwe Abdommal

and Radto!oglcal_?_?‘"ces /‘(/ 0 7

510(k) Number

Wﬁ




LAS522E

Clinical Application

Mode of Operation

PWD
(PW)

CWD
(Cw) (CEM)

. Calor
Doppler

Amplitude
Doppler
(P

Color

. Velocity

Imaging

Combined
(specify)

Other

 (specify)

Ophthalmic

Fetal

Abdominal

Nj2]

N|[3,4,5,6,8]

Intraoperative
Abdominal

Intracperative
Neurological

Pediatric

N2

N[3,4,6]

Small Organ (specify)
11]

N[2]

N[3,4,6,8]

Neonatal Cephalic

Adult Cephalic

Cardiac

’I‘mnsesophageél

Transrectal

Transvaginal '

Transurethral

Intravascular

Peripheral Vascular

N[3,4,6]

Laparoscopic

‘Ni2|

Muscolo-skeletal
Conventional

N[2)

Nj3,4,6]

Muscolo-skeletal
Superficial

Nj2).

-N[3,4,6]

Other (Urological)-

N= new md:catlon, P= previously cleared by F‘DA E= addcd under Appcndlx E

[1] Small organs mclude 'I'hyroxd Breast and Testicles.
{2} Applicable combined modes: B+M+PW+CW+CFM+PD

[3] Tissue Enhancement Imaging (TEI)

[4] Compound Imaging
[5] Compass M-Mode (CMM)

[6] VPAN

[7] Tissue Velocity Mappmg (TV M)

(8] CnTI

[9] XStrain

[10] 3D/4D Imagmg

{PLEASE DO NOT WRITE BELOW THIS ‘LINE. CONTINUE ON ANOTHER PAGE IF NEEDED
ocncum:ncc of CDRH, Office of Device Evaluatjon (CDE)
. Pmscnpnon Use {Per 21 CFR 801.199

{Division Sigr; Off)
Division of Reproductive, Abdomi

and Radiological Dewces

510{k) Number

'?7@90@




LA5S32E

Mode of Operation

concurrence of CDRH; Office of Device Evathation (ODE)
Prescription Use {Per 21 CFR 80}.}09

Clinical Applicaﬂon Color Amplitude | * Color .
B M ?Xg ?(‘;;:V? Doppler | Doppler | Velocity Comb1_r;ed Om(.:;
(CFM) (PD) | tmaging | (PGl | fspecily)
Ophthalmic
Fetal
Abdominal N N N N N N[2] K|3,4,5,6,8]
Intraoperative -
Abdominal
Intraoperative
Neurclogical
Pediatric N N N N N N[2] N[3,4,6]
;‘l‘;‘a‘l Organ (specify) N | N{ N N N NiZ) | N[3,4,6,8]
Neonatal Cephalic
Adult Cephalic
Cardiac
T‘x‘anscsophageéJ
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular N N N N N N2] N[3,4,6]
Laparoscopic . .
Muscolo-skeletal ' . —
Conventional N N N R N N[2) N[3,4,6]
Muscolo-skeletal
Superivial N | N N N. N ‘N[2} N[3,4,6]
Other {Urological)
N= new indication; P= previously cleared by FDA; E= added under Appendix E
[1] Small organs include Thyroid, Breast and Testicles.
'[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imaging (T E!]
(4] Compound Imaging
I5] Compass M-Mode {(CMM)
[6] VPAN
[7]} Tissue Velomty Mapping (TVM)
8] cnTI
[9] XStrain
[10] 3D/4D Imagmg
(PLEASE DO NOT WRITE BELCW ‘I'HIB LINE. CONTINUE ON ANOTHER Pi IF NEEDED .

' (DivisionSign-Off)

Division of Reproductive, Abdominal,
and Radiological Devices-

510(k} Number

KOTNI0?) o




LA435

Clinical Application

Mode of Operation

Color Aniplitude Color
?":"’[; ?SV“P) Doppler Dappler Velocity
(CFM) (PD) Imaging

Combined ~ Other
(specify) (specily)

Ophthalmic

Fetal

Abdominal .

N} N N N N N{2} N|3,4,5,6,8]

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

N N N N N N(2) N{3,4,6] -

Small Organ (specify)
[

N N N N N ' N2} N[3,4,6,8]

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

I'h'ansvaginal.

Transurcthral

Intravascular

Peripheral Vascular

N N N N N N{2) 'N[3,4,6)

Laparoscopic

Muscolo-skeletal
- Conventional

N | N N ' N N v N{2) N[3,4,6]

Muscolo-skeletal
Superficial

N N N N | N - N(2) N{3,4,6]

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

{1] Small organs include Thyroid, Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imagmg (TEl)

[4] . Compound Imaging

[5] Compass M-Mode [CMM)

[6] VPAN

[7] Tissue Velocity Mappmg (’I‘VM)

[8] CnTi

[9] XStrain

[10] 3D/4D Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE, CON‘HNUE ON ANOTHER PAGE IF NEEDED

- concurrence of CDRH, Office of Device Evaluation {QDE) .
Prescription Use {Per 21 CF‘R 801.109} ¢

{Division Sign-
Division of Reproductive, Abdominal,

g?& 2?%‘23? Devices M7&%1




CA421

Mode of Operation
Clinical Application pwD | cwp Color | Amplitude Co]qr Combined Other
B M PW) (cw) Doppler Doppler Velocity (specify) {specify)
( (CFM) D) | Imaging | (SPecily pecify
Ophthalmic
Fetal N | N N N N N[2] N[3,4,5]
Abdominal N | N N N N N2l | Njs4e.s.6.8)
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric’ N N N N N N[2] N[3,4,6)
Small Organ (specify) N|N| N N N N2l | NBa6.8)
Neonatal Cephalic '
Adult Cephalic
Cardiac .
‘I‘ranscsophégeal
" Transrectal
Transvaginal
Transurethral
Intravascular
 Peripheral Vascular N | N N N N N2} N[3,4,6]
‘Laparoscopic -
Muscolo-skeletal ;
Conventional - N ¢ N N1 N N - N[2) NI3,4,6|
Muscolo-skeletal ) —
Superficial N|N] N N N N2} NI3,4,6)
Other (Urological) ‘N N-{ N N. N Nj2Z] | N[3,4,6,8]

N= new mdlcat.lon, P- pre\nously cleared by FDA; E~ added under Appcnd]x E

[1] Small organs mclude Thyroid, Breast and Testlcles
[2] Applicable combined modes: B+M+PW+CW+CFM+PD

[3] Tissuie Enhancement Imaging (TEI)
[4] Compound Imaging -

'[5] Compass M-Mode (CMM)

[6] VPAN

[7] Tissue Velocity Mappxng (TVM).

(8] CnTI

[9] XStrain
[10] 3D/4D Imaging

(PLEA.SE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAG;
concurrence, of CDRH, Office of Device Evaluation (ODE)
. Prescription Use (Per 21 CFR 801.1

NEEDED

(Dw|§|on Sign-Off)

and Radiological Dewces

Division of Reproductive, Abdomln A ?

510{k} Number _




CA621

Mode of Operation
Clinical Application Color Amplitude Color .
: B M P}?‘I&P [an? Doppler Doppler Velocity Ooml‘)’:l.lged Oth?fr

Ophthalmic

Fetal N "N N N N Ni2| N[3,4,5]
Abdominal N N N N N N[2] N[3,4,5,6,8]
Intraoperative - ' '
Abdominal

Intraoperative

Neurological
" Pediatric _ N N N N N N{2) N[3,4,6]
lslTall Organ (specify} N | N N N N N@) N[3,4,6,8]
Neonatal Cephalic

Adult Cephalic -

Cardiac

Tﬁmlsesophagaa]

'l"lﬁnsrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N N N N N[2] | N|3,4,6]
Laparoscopic = .

Muscolo-skeletal :

Conventional N N N N N N(2) Ni3,4,6]
Muscolo-skeletal : N ’

Superficial N[ N N N N N(2) N[3,4,6]
Other (Urological) N N N N N ‘N[2) . N13,4,6,8]

N= new indication; P= previously c]eamd by F‘DA E= added under Appcndlx E

[1] Small m:gans include 'I‘hyrmd Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD

[3] Tissue Enhancement Imagmg (TEI)
[4] Compound Imaging . :

[5] Compass M- Mode (CMM)

[6] VPAN

[7]. Tzssue_Velomty Mappmg (TVM)

[8] CnTI

[9] XStrain
[10] 3D/4D Imagmg

concurrence of CDRH, Office of Device Evalu
“Prescription Use {Per 21 CF’R 801.

(lesnon Sngn-Off)

Division of Reproductive, Abdominal

and Radiotogical Devices

E10MY Niimber -

Mﬂ




CA631

Clinical Application

Mode of Operation

PWD
(PW)

CWD
(cw)

Colar
Daoppler
{CFM)

Amplitude

Doppler
{PD)

Color
Velocity
Imaging

Combined
{specify)

Other
{specify)

Ophthalmic

Fetal

N|2)

N[3,4,5]

Abdominal

Ni2]

N[3,4,5,6,8]

intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

- N

N[3,4,6]

Small Organ (specify)
[1]

"N(2)

N[3,4,6,8]

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Pcriphcral Vascular

N[3,4,6]

Laparoscopic

Ni2]

Muscolo-skeletal
Conventional

N

N

N

N

N

' N[3,4,6]

Muscolo-skeletal
Superficial

N

N

N

N

NE2)

N(3,4,6]

Other (Urological) -

N

N

N

N

N[2]

~_N= new indication; P= previously cleared by FDA; E= added under Appendix E-

[1] Small organs include Thyroid, Breast and Tesﬁcles
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imaging (TEI) |

[4] Compound Imaging
[5] Compass M-Mode (CMM)

[6] VPAN

[7] Tissue Velomty Mapping (TVM)

[8] CnTI

[0] XStrain.
[10] 3D/4D Imaging

[PLEASE DO NO‘_I‘ WRITE BELOW THIS LINE. CONTINUE N ANOTHE

E IF NEEDED

. N[3,4,6,8]

(Division S'fgn Off)'
Division of Reproductive, Abdominal,

and Radiological Devices
510{k) Number

&£07) w

14



CA123

concurience of CDRH, Office of Device Ev:
Prescription Us¢ (Per 21 CFR

Mode of Operation
Clinical Application Color . Amplitude Color .
A B M l::{;g (C(\;V“g Doppler Doppler Velocity C;mbl.r;yed SOth(izf;’
(CFM) (PD) | Imaging | Pe) | (specily)
Ophthalmic
Fetal
Abdominal "N | N N N N N2l | N[3,4,5,6,8)
Intraoperative
Abdominal
Intraoperative
Neurological ) . . .
Pediatric N | N N _ N N N[2| N[3,4,6]
pmail Organ {specify) N PN | N N N N{2] N[3,4,6,8)
Neonatal Cephalic N | N N _ N N N2l | N
Adult Cephalic
Cardiac B I A Y N N N[2) . | N[3,4,5,7,9]
T&anéesophageal
'[‘ransmétal- )
Transvaginal
'!‘[msu.n:thral
Intravascular
Peripheral Vascular N | N N N N Nf2] N[3,4,6]
Laparoscopic
Muscolo-skeletal )
Conventional NN N N N N(2) N[3,4,6]
Muscolo-skeletal : .
Supericial N N N N N N(2) N[3,4,5)
Other {Urological} ) ' '
N= new indication; P= previously cleared by FDA; E= added under Appendix E
[1} Small organs include Thyroid, Breast and Testicles.
2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3]) Tissue Enhancement Imaging (TEI)
[4] Compound Imaging-
[5] Compass M- Mode (CMM)
[6] VPAN
[7] Tissue Velomty Mapping (TVM)
[8] CnTI .
[9] XStrain
[10] 3D/4D Imaging
(PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE . ANOTHER IF NEEDED

(Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices

K70 %Z

510(k} Number __




CA431

Clinical Application

Mode of Operation

PWD

(PW)

CWD
(CW)

Color Amplitude Color y .
Doppler Doppler Velocity Comb:.necl Oth(.:r

Ophthalmic

Fetal

N N : N 2] N{3,4,5]

Abdominal

N N N{2] N[3,4,5,6,8]

Intraoperative
Abdominal

Intraoperative
Neurological

Ped Latnc

N N _ N[2) N[3,4,6]

Small Organ (spomfy)
[1]

N N N2t | N[34.6.8]

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheial Vascular

N N N|2) N|3,4,6]

Laparoscopic .

Muscolo-skelef.al
Conventional

N

‘N

N

N | o n N2l | Na3a.6)

Muscolo-skeletal |
" Superficial

N

N

N

N N o] N[2] N[3,4,6]

" | -other (Urotogical}

. N

N

N

N N N2 N[3,4,6,8]

- N= new indication; P= previously cleared by FDA; E= added under Appendix E

[1] Small organs include Thyroid; Breast and Testicles.
[2]} Applicable combined modes: B+M+PW+CW+CFM+PD

[3} Tissue Enhancement Imagmg (TEI)
[4] Compound Imaging
[5] Compass M-Mode (CMM)

*[6] VPAN

[7} Tissue Velocity Mapping (TVM)

18] cnTl

[9] XStrain
[10] 3D/4D Imagmg

(PLEASE DO NOT WRITE BELOW THIS LINE: COH‘TINDE ON ANOTHER PAGE IF NEEDED

concurrence of CORH, Office of Device Evi
4 Prescription Use (Per 21 CFR §

{Division Sign- Off)'
Division of Reproductwe Abdommal

oM Negeal Devices ) /)7 /) G) 3

16



CA430E

Mode of Operation

Clinical Application PWD cwn Color Amplitude

W) _(CW) Ddppler Doppler

Color
Velocity
Imaging

Combined
{specify)

Other
{specify}

{CFM) (PD)
Ophthalmic . .

Fetal ' N | N N N N

N{2)

N[3,4,5]

Abdominal N N N N N

NJ2]

N[3,4,5,6,8]

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

N[2]

N[3,4,6,8])

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular _ N N N . N N

N2}

N[3,4,6]

Laparoscopic

Muscolo-skeletal

Conventional N N N N _ N

Np2J

N3,4,6]

Muscolo-skeletal : i
Superficial -~ : . N N N . . N . N

N[2]

N[3,4,6}

Other {Urological) ' N | | N | ' N . N

N2)

N[3,4,6,8]

N= new indication; P= previously cleared by FDA; E= added under Appendix E

{1] Small organs include Thyroid, Breast and Testicles:
[2] Applicable combined modes: B+M+PW+CW+CF‘M+PD
[3] Tissue Enhancement Imaging (TEI)

{4] Compound Imaging: .

[5] Compass M-Mode (CMM)

[6] VPAN

[7) Tissue Veloc1ty Mapplng (TVM]

[8] CnTI

[9] XStrain

[10] 3D/4D Imaging

RIPAGE IF NEEDED

{Division Slgn Off)

Division of Reproductive, Abdominal,

* KIT

and Radiological Devices
510(k) Number

44




LA424

Mode of Operation
Clinical Application PwD | CwD Color | Amplitude Colqr Combined Other
B M (PW) cwW) Doppler Daoppler | Velocity if i
Y cemy (PD) | imaging | ©PeCiY) | (specify)
Ophthalmic
Fetal
Abdominal N N N N N N[2] N[3,4,5,6,8]
Intraoperative )
Abdominal
Intraoperative
Neurological
Pediatric N N N N N - N[2] N[3,4,6]
T :
_ ISITE‘” Organ (specify) N | N N N N : N2] | N3,4,6,8)
Neonatal Cephalic
Adult Cephalic
Cardiac
Transesophageal -
Transrectat
Transvaginal
Transurethral
Intravascular
Peripheral Vascular . N | N N N N - N|2} N[3,4,6]
Laparoscopic . ‘
Muscolo-skeletal . : '
Corventional N N N N N N[2} N[3,4,6]
Muscolo-skeletal : P
Superficial N "N N N N _ | ™2 N[3,4,6]
Other (Umloglcal} . .
N= new mdlcamm, P= previously cleared by FDA; E= added under Appcndlx E
[1] Small organs include Thyroxd, Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imaging (TEI) '
(4] Compound Imaging
[5] Compass M-Mode (CMM)
[6] VPAN |
[7] Tissue Velocity Mapping (TVM)
[8] CnTI
[9] XStrain
[10] 3D/4D Imaging
" [PLEASE DO NQ‘I‘ W'RITE BELOW THIS LINE. CONTI N ' [ OTHER PAGE IF NEEDEi)

{Division Stgn Off)
Division of Reproductive, Abdomlnal

g?&?fﬁﬁgﬁf’ Devices /é d 7 j ?ﬂg

18



TEEO022

Mode of Operation

Clinical Application Color
Doppler

{CFM)

Amplitude
Doppler
(PDy

PWD
{(PW)

CWD
{cw)

Color
Velocity

Imaging

Combined
(specify)

Other
(specify)

Ophthalmic

Fetal

Abdo_minal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

Small Organ (specify) _

Neonatal Cephalic

Adult Cephalic

Cardiac N | N N N N _ N

Nj1)

N[2,3,4,6,8]

Transesophageal = N | N N N N N

NI}

N[2,3,4,6,8]

Transrectal

Transvaginai

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

"Other (Umiogical)

N= new indication; P= previously cleared by FDA; E= added under Appendix E

[1] Apphcable combined modes: B+M+PW+CW+CF M+PD
[2] Tissue Enhancement Imagmg (TE[)

[3] Compound Imaging

[4] Compass M- Mode (CMM)

{5] VPAN

[6] Tlssue Velocity Mappmg (TVM)

7] CnTI

[8] XStrain

{9] 3D/4D Imag;xng

(PLEASE DO NOT WRITE BELOW THIS LINE, CONTINUE ON ANOTHER PAGE IF NEEDED

concurrence of CDRH, Office of Device [Evaluation
" Prescription Use (Per 21 CFi -

(D1v1s:onV§|gn Off)

Division of Reproductive, Abdommal

_and Radiological Devices

MWM

510(k) Number

19 -



TEE122

Clinical Application

Mode of Operation

PWD
(Fw)

Col i :

cwp | Soor Ag‘pl“l“dc VC;"“’.’ Combined |  Other

cwy | Pepp oppier | VEOAY {crecify) | (specify)
(CFM) (PD) Imaging pe

Ophthalmic

Fetal

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurological

Pediatric

N N N N(1) N[2,3,5}

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac

N N N 1 Ny [ M2,3,4,6,8]

Transesophageal

N N N N(1) Ni2,3,4,6,8)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

"Laparoscopic

Muscolo-skeietal
Conventional

Muscolo-skeletal
Superficial

Other {Uroclogical)

N= new indication; P= prcviously cleared ﬁy FDA; E= added under Apbendix E

[1] Applicable combmed modes: B+M+PW+CW+CFM+PD

[2] Tissue Enhancement Imaging (T EI)

[3] Compound Imaging
[4] Compass M-Mode (CMM) -

[5] VPAN

[6] Tissue Velocity Mapping (TVM)

[7] CnTI

[8] XStrain
[9] 3D/4D Imaging

(PLEASE Do NO‘I‘ WRITE BELOW THIS LINE. CONTINUE ON ANOTHER PAGE IF NEEDED

{Division Sigh offy -
Division of Reproductive, Abdominal,

Sovsnanaar oo LY L)) 3

20



I0E323

Clinical Application

Mode of Operation

pwD | cwp | Celor | Amplitude | Color | b Other
(PW) (cw Doppler | Doppler Velocity . N
! ) (CFM] [PD] Ifnagi.ng (SPCCJYJ (SpCCIfy)

Ophthalmic

Fetal

Abdominal

N N N N N N(2) N[3,4,5,6,8]

Intraoperative
Abdominal

N N N N N N(2) N[3,4,6,8]

Intraoperative
Neurological

Pediatric

N N N N N N(2) N[3,4,6]

Small Organ (specify}
f1] .

N | N N N N N2) | N@B.46.8)

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

N LN N N N{2) N|[3,4,6]

Laparoscopic

Muscolo-skeletal
Conventional

N | N N N N o N(2) N[3,4,6]

Muscolo-skeletal
Superficial

N .. ‘N N ) . N N N(2) N[3,4,6]

Other (Umloglca.l)

N= new indication; P= previously c]eared by FDA; E= addcd under Appcndlx E

[1] Small organs include Thyroid Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imagmg (TEI)

[4] Compound Imaging

[5] Compass M- Mode (CMM)

[6] VPAN

[7] Tissue Velocity Mappmg {TVM)

[8] CnTI

[9] XStrain

(10] 3D/4D Imaging

(Division Sign-Off)
Division of Reproductive, Abdominal,

Pt 7] 03



EC123

Clinical Application

Mode of Operation

PWD
(PW)

CWD

(CW)-

Color
Doppler

- [CFM)

Am piitudc
Doppler
{FD)

Color
Velocity

Imaging

Combined
(specify}

Other
{specify)

Ophthalmic

Fetal

N[1}

N[2,3,4]

Abdominal

Intraoperative
Abdominal

Intraoperative
Neurclogical

Pediatric

Small Organ {specify)

Neonatal Cephalic

Adult Cephalic

1 Cardiac

Transesophageal: _

Transrectal

N1

N[2,3,7|

" Transvaginal

N[

N[2,3,7]

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other (Urological)

‘N

N

N

N

N[y

N[2,3,5,7]

N= new indication; P= previously cleared by FDA; E= added under Appendix E

[1] Applicable combined modes: B+M+PW+CW+CFM+PD

[2] Tissue Enhancement Imaglng (TEI)
[3] Compound Imaging
[4] Compass M-Mode (CMM)

[5] VPAN

[6] Tissue Velomty Mappmg (TVM}

[7] CnTI

[8] XStrain :
(9] 3D/4D Imaging

{PLEASE Do NOT WRITE BELOW THIS LINE. CONTINUE ON ANO
concurrence of CDRH, Office of Device Evaluation
Prmptlon Use (Per 21 CFR 801 109@

{ ans:on Sign-0f

g

Division of Reproductwe Abdommal

and Radiological Devices
5100k} Numhﬁr

-,@mf%




2.0 CW Probe

Mode of Operation

Clinical Application pwD | cwp D(ciolollc-:r Agloplll;::c VZOOI;T Combined Otheér
W) | (W) pp PP ty

{CFM) (PD) Imaging [ (6PeCi) | (pecily)

Ophthalmic

Fetal

Abdominal

Intraoperative
_Abdominal

Intraoperative
Neurclogical

Pediatric

Small Organ (specily)

Neonatal Cephalic

Adult Cephalic

Cardiac ' ; N

Transesophageal

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vascular : .N

Laparoééopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other (Urological)

N= new indication; P= previously cleared by FDA; E= added under Ap.pendix E

[1] Small organs include Thyroid, Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imaging (TEI)

[4] Compound Imaging -

[S] Compass M-Mode (CMM)

[6] VPAN '

[7] Tissue Velocity Mappmg (TVM)

[8] CnTI

[9] XStrain

[10] 3D/4D Imaging

{PLEASE Do NOT WRITE BELOW THIS LINE. CONTINUE ON ANO HER'PAG E [EEDED -
- concurrence of CDRH, Office of Device Evaluation[{ODE} '
PrcscrlpUOn Use (Per 21 CFR 801.109]

{Division Slgn-Off)
Division of Reproductive, Abdominal,

and Radiological Devices w 7 ﬂ? 95
510k} Number _




5.0 CW Probe

Clinical Application

Mode of Operation

| pwD
(ew)

cwD
{cw)

Color | Amplitude | Color .
Doppler | Doppler | Velocity | Combined | Other
(CFM) | (PD) | imaging | (PeCif¥} | (specify)

Ophthalmic

Fetal

Abdominal

Intracperative
Abdominal

Intraocperative
Neurological

Pediatric

Small Organ (specify)

Neonatal Cepha].ic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

‘Transvaginal

Transurcthral

Intravascular

Periphéral Vascular

Léparoscopic

Muscolo-skeletal
Conventional

Muscolo-skeletal
Superficial

Other {Urological)

N= new 'mdic:'atiorg; P= previously cleared by FDA; E= added under Appendix E

[1] Small organs include Thyroid, Breast and Testicles.
[2] Applicable combined modes: B+M+PW+CW+CFM+PD
[3] Tissue Enhancement Imaging (TEI)
{4] Compound Imaging

[5] Compass M-Mode (CMM)

[6] VPAN

[7] Tissue Velocity Mappmg (TVM]

[8] CnTI.

[9] XStrain
[10} 3D/4D Imagmg

{PLEASE DO NOT WRITE BELOW THIS LINE. CONTINUE ON ANOTHE PAGE IF
concurrence of CDRH, Office of Device Evaluation (O
Prescription Use (Per 21 CFR 801. 109) '

-

(Dr\nsmn SlgnV‘Off)
Division of Reproductive, Abdomma!

o momar S T70B




The following section is page numbered independently from the remaind
submission.
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